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separate coonpilation 


wTonr «rtT uPwR ^fsiTO v 

ftvrnr) 

29 1986 

srftrgTTTT 

^.vT.fir, i332(3t) ;—uVifb ^ sniwr «Ttnff Iwr, 
1945 'PT s^V3: w fTP^r^r< a^ 

uT*Pnc, uWftr ti4i’6^r^iT^^iTT aIV it 
■Rrirti "prit % wViftr sftr wm HTtrift uftrfwr, 1940 
{1940 w 23 ) VI «Kr 12 stVr 33 am sian vrpRpfi ^tt 
inftiT ^3^ 51T, ■.ii^cTr ^ ^ 

B!TflFaJff nfr ^TWixr % firii sripiftr^ ffein 'irrar f>r^ 
^ irmf^ ({t?r TF ^nrrr^ % pfrt iffr^Fam ir? ^ir^rr Ffr 
^Rfr I fjR ^ irr^T Pnmf it ^ arft* ir, ^ttsiw 

sff srfW, fWt n? sr^Tftrff tf oricfF ^ 

^<1 ^ HTS fFrr *p^ ^^rfir sit ^ ar 


2 . %fai'iT ’itsFT^; ^ srr^’f m ijrFKt tt f^ffn siWr ^ 
5»T tott: wsfsr »pr ^mrl^ ^ nm PrWf 

s^ «Tf^ % Jim Iftif I 

1. (i) w ftwf sFFjfr^m 71^ pft'rfa tflr ir^rnriT ’ujuft 

(?tUttTS-) Pm, 1986 11 

( 2 ) ^ TTsrrer Jr wPcnr ^ ir jmPFrT Pfrcrin^'pi 
arfl^ ir sr^TT ?tif I 

2 . uWa «fh; inmn mdr Pm, 1945 sit w^jjpft 5 t 

srfste 3 mr?!, PTRPrf^ trf irpTfe sj) ■srnrn) 

wsiq, -- 

" 4 . m ^rt’TfeisF wVfT ^ Psw-pTO smt »(f mrnr 
mr ^?r ^ttPsTSF 3TTFsf a?rriT, f^^Jr w?rp ^twesr 

I -m t^TF ^ f¥ tr<P ^ ^ srinPpr v srif, 

sftsfipff ^ FRTFprrf ^ sT^ sftr ^ kfPssf (pfisf 

^ it'SRfrFT ssTFssFnft 'TK ipTf nm V TT^, ^ir rftiisF sft 
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^ ?r ^ infm % tfiftiPT ?fr 

fV T? fifm'iT it JFfelT^qT ’(ft ^ TT, % ’FT ?r fTFTTTT 

TTT T'tT4 TT^rf^TT ?tTr. Ffr^^TT FTTSTvf T'l TITTTTTft 

'TpfT T?!' WrlTT T^lf T7>Tr wVt fTZTTTT TT^T if 

TT^ FftT TFf’TrT TTttiT'T TmfTT Tiff TT^TT l" 

ITT fTTTi ^ TTir»m ^ FT^fT g’T TT FftTPfnT^ 

f-TFTprPjT TTT'Ff ^ FT1 JW:t ;-- 

1. tt FrrtfHTT ^ftTfTTf TTffrrr ?r^5rrfff % 

jW, TT ^TrtTrT W^JI'T TTn^’TfTTT if IW Tf^TPlT TTOT 
fwfTW % iffTf 1 Tft wr fwk^ rnTTR TirT:- 

Jr^f^r if FTfwrPTT nff Pf'J vt *rf^TTT Tf ^;T’:r 
% inffiTiT % fTf^T fwr w^ TirTtiTtPnrr Jf ftMN'T 
t ^ ’'If ^ ^ 'nar Praf-TT Tf FirarTT w^ijrrTff 

% FT'j^T fjTTr 'j^TVTr w^enwf spf iTTPCTr tt tFT'^ stttt 
T f’? fTTr TruiTT if T? TT TFiTT, ipJIT, Wr^cT 

TT?tf TTIFf % TT TTafTf ^3^% ^fSTf, fif^Tf TT 

t'sst, fWR TT »f^T, 5^fer Ffh: (rfiTTwPTip 

?|fipff ir ’pT ^TT FrfiTfTT % fr?? ^rripr fTflsror am WTr 
TtT fTTTFrr ^ I 

2. fHHr^Pa rr w sumrar tt sif^pp jr*rr«r tr^ 

filTT TT HtrfOTTI % TWr fTsrfFTir PTFTPrr^T 

qr^ttrmf * wp'T ^fff, Wi^i;- 

(^r) fefti ' T t: Ffrrier fM^Pff ^ ftiq 'rrTTfT TUTiwTPTTT ft 

W W ft r -Fp T T % ITiJ’FT ^iff I fif^TT Tf 

sTffir TT ■jraftriT ^ Tn^t i f9p;j inprm 

^ fiwp^ Tfr Ftf* I Fftt ^iir«T TT 5ftPi?r f<pq 
Tn^ff I firPpff ^ JTiffif, iffft Pp wMfTTT, '^r'^TT 
ffrffprr trr Pwr wr tt tWtt 

ampff I ftftwrt ?»T ff wftripfirT TTfiTT 

% Trmrf % ft’P't nff jffTf i 

(w) ^ PsTtf FTTTlffJT TTRfMffpTTr ff 

^rt^TrpTT Fl^wriff % Ft^’FT ^fifr I ftfFJ 
FiTpfiT Pr’pm, smrfTT Ffft Tft^, tj^o fesf irt 
if TOff fr TTt wm ^FTwr ..FftpTTf gfW ^fr 
5f»f I 

(FT) JCFf ’FT ff Tirff ^iffl +11^1 PlwfTFT SrTT ; f^FTp 

TT VTftPT Fftr pTFTFfT tJT FTTIT VT ff ^ TTTDnf I 
FTimffT »iWf if Tft FfFrei Tiff ^Tf I TW if ^5TT? 
^ TTWr (FI® TTTFfT^) <?TT if Tt ’T? Tm ff TT 
Tift ^ I ^3FTWf iff ^ITTTm ^ f^T 

Tm ^TW if ar T^ WTrafr^rf % ttt ft ttt 9o 

Jifim «flt wfbr: wftn: no nfTFTT iffifr i 

(h) ^jfTFIT : fjfTFTT ^ fTT TITT.q 'Ti^T'PffTTT T 

TTT WftTFTpTT % TTT^W ^ I 

(t) TT^T ; FftTSf, TT?T TT PTIt WrTTtT TTtfTTTrTTT if TTT 

wftRlfTT T^^imf % Tipr ?fTf I 

3. 'tts' TT Ttrfm: <ftT cff if PidtfirTf, ifTniift wfr srftrfKfpiif 

(^PSTTTtftTT) ^ fTW tTw WTdTf Tf FFTTF^ if <fr Tf 
FPT^Tf % TTT if W 90 srPTUTT tffi:TrSTH if TtfeT 110 SrfTFTT 
fTTf; f>Pf Twff Fftr pTSTfiTTf ^ pTT 90 TrsTT "pt 

Ptftot: TRr itpi_ ^TTf i srPr^PriF tit T*ff ^TTVff if tItt 

WT if ar T^ WTT^FgTf % 90 it 130 uraTT ffifr iftt it 
H fr^fTip ^^WFfrrf ^ TTT'S' if TITT ^TT if If Tt FPT^T^Fff % 
80 ^ 140 JrRnrr ^trr i 
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siftrrfrFp >pi' ^ wPnf; 'mi 4i ttht" ^ ffirt frRff^ 
TftTrTr T^-I srfW % Ti];ir TF fTtfF TTF^ Jtr HfTPpTT ifr TIT ., 
TPTf 1 T-TrFff :pf T^-T “prt F; TTTfT T-l TT^ TTH'I' 

T^firir ifr jj-T ffr^tT TTTT 'PFTi wVf TltTi T ITFiT^tfTTT 
TfRlT TpPFT if TTF Tl'-TlY-T J-ff Trff T,' JTTf f fPTT TlrTTI 
Tf PtFtTFT fr f'TT TFFT 'PFT ip FtT T-TT TTfSTOTT 

am TTF ’TTTtflT T'CF TapFTf "PF WiJTTT TFifTF 1 

4. ffFFTRT TF-ff TTF TTFsTP fTW-TTf 'F^TFF fFfTfirfFPP 
wm Ti:'W % TJ'FT ^rff tVf cFf TFT PF T'iTF, ’J'TTJfiT 
fTTFiT TTF iirfTrFT P TFT? Pf TFlPr .'i-TT I't T-T Pi TFTF 3 
iFtHT ^TF 0.75 ifTiTT iftTF I 

5 . TFSfFTT ip Ftt fTTT 1 2 L-'P P TT^Eff P TrfFT TTFWT 
»PF IFFT TT'tf TdS TT TFlFfTP TffTT PF TTfWT TTTTtTf Pf . ff 
'TTirn; Pptt PriT'Tr, Pr eo fp, if. p fpfF ttijst p tttFt:- 
WTT ip mart tt sftTa Pr am % Pro tfit ft pt ?tTt i 
fPTF Tiafa tfFt TFtTrit TFtfFT PFtTPFfTTr if afTPrfrrT TaFflTt 
Tt aFarrta ffifr i TifTT tfif araPFrfP a TTiratr pi 
wrfTT fP5 TFST mmfF «P eo fP. m. lirtit mt at maiFtr 

TTTT P far TTlsr ^ ^ ^ ■ , 

9 . FTTFT T>T fdJ rfft aFtfaP Ttia if aFfTTF^TT it 
F^PlT ^ fifFt TtrSTW mtJfFT 'PFtifPFrTTT if PtF^T *T if FPTF 

mifTT I ^tPtt tt«t marftP giff if FjTTfpa pf mt^TF fpj 

TFWTTTTT % 60 fP. FIT. PtFt % aFt Tt maFFtT TFTT % fUFJ 
mm ^ Tfa J];it ir PT T1& 5tTi I 

[PF, tf. tfTR-U 01 4/2/8 5 -ft F^T F^ rfl'Tt ttP tf] 
Tt. mt. irmjm, afur eItft 

ftm. 1 - 5-1979 TP TTT Tfpfftm ifWfaiftt sFatiPTmrarfmrT, 
1945 tmi«T T#tt aftmt pppp Tmaa ( ti i tm PnrrT) 
^ FTprPT if Trfmfmr | ftraff Tffifa tftt amaT mrnff 
FtWHmT *ftt Fptt (Tt it p'r F^T F^a ei) maftti 

dWTTIH PTd fmnff PT 'TTtT ^ tntTW, WFT 11 , ifl 3 ( 1 ) 
if TPiftm fTmTaftra afkijarnfft aitr aiftiT fpir jjam, 
apta:—]j 

1. m. PT. fr. 1241 TTtlP 6-10-1979 

2 . m. PT, fr. 1242 TTtfp 6 - 10-1979 

3. m. PT. Pt. 12-13 PTtFFI 6-10-1979 

4. m, p. fr, 1281 mfFp 12 - 10-1979 

5. m, PF. Pt. 430 TTtt^ 19-4-198oJ 

6 . m. PT.pT. 77 9 TTtFP 26 - 7-1980 

7. m. PF. PT. 540 (a) TTtW 22-9-1980 

8 . m. PT. Pt 080 (a) mtf^ 5-12-108O 

9. m. PF. Pt. 08i(a) tttfp 5-12-1080 

10. TFT. PF. Pt. 682 (a) rnttw 5 - 12-1980 

11. m. PT, Pt, 27 (a) mtra 17-1-1 98 1 

12 . m. PF.Pt. 478 (a) TTtfa 6-8-1981 

13. m, PF. Pt. e2(a) irtra 15-2-1932 
14 . 111 . PT. Pt. 402(a) mtrp 22 - 6-1982 

15. m, PT. Pr. 510 (a) artr'i 20 - 7-1982 

16 . PF. PF. fr. 13(a) TFtrp 7-1-11983 

17. m. pt, Pt. 318 (a) artia 1-5-1984 

18 . m. IT. Pf. 331 (a) TFtFP 8 - 6-1984 
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10. ^TT. •PT- PT- 460(fl') 20-6-1984 < 

2^flT. TT. Pt. 487(w) 2-7-1984 

21.^. ATT. fA. 89 (aT) TTT?;Af 16-2-1985 
2 2. TTT. 'PT. fr. 738{'ff) ?TT<riJ 10-10-1985 

23. m. ATT. ft-. ni-a) ATTITsT 7-1-1986 

24 . W, ATT. ft. 1040 (it) TTroil 29-8-1 986 

25. TTT. -PT.ft. lOOO(W) ?TTt;HIT 5-9-1986 

26.6T. ATT. ft. 1115(W) 30-9-1986 

MINISIRY OF HLALTH AND FAMILY 
WELFARE 

(Departnienf of Health) 

New Delhi, the 29th December, 19^6 
NOTIFICAIION 

G.S.R. 1332. (.E).—I'he fulUiwing draft of ccruiin 
rules fuithcr ic amentl the Drugs and Cosmentic.s 
Rules, 1945, which the Central Government proposes 
.0 make, after consultation with the Drugs lechnical 
Advisory Board, in exercise of the powers conferred 
bv .sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as re- 
quii'ca by the said sections *^oi' ific information of all 
persons likely to be affected thereby and notice is 
hereby given that the said draft rules will be taken 
into consideruiion on or after the expin' of a period 
of sixty days from the date on wich the copies 
of the (MScial Gazette in which this Notification is 
published are made available to the public. 

Any objeciions or suggcsri.ins which may be re¬ 
ceived from .iny person with re.spect to ttis said draft 
rules before the expiry of the period so specified, will 
be taken into consideration by the Central Govotn- 
roent. 

DRAFT RULES 

1. (1) These rule.s may be called the Drugs and 
Cosmetics (.Amendment) Rules, 1986. 

(2) They shall come into force on ihe date of 
their final publication in the Official Gazette 

2. In the Drugs and Cosmetics Rules, 1945, in 
Schedule V, after entry 3, the following new entry 
shall be inserted, namely ;— 

“4. General Standards for Different Categories 
of Patent of Proprietary Medicine. 

In the case of Pharmaceu'ical products containing 
several active ingredients, the selection shall be such 
that the ingredients, do not interact with one nnothcr, 
do not affect the safety of the drugs, and they exert 
no effect on the therapeutic efficay of inlividual 
ingredient. The combination shall not also lead to 
analytical difficulties for the purpo.se of assaying the 
content of such ingredient separately. The substance 
added as additives shall be inocitous, shall not 
affect The .safetv of therapeulic efficacy of the active 
Ingredients, and shall not affect the assays and iden¬ 
tity tests in the amount present.” 


Subject to the provision of these rules, patent or 
proprietary medicines shall comply with the follow- 
jiig standards, namely ;— 

1. Paten' or proprietary medicines riraU comidy 
witli liie general requirements or the dosage form 
under which it falls as given in the Indian Pharma¬ 
copoeia. If the dosage form is not included in the 
Indian pharmacopoeia, but is included in any other 
piiarmacopoeia iirescribcd for the purpose of the 
Second Sc!i:<iuL to the Act, it shall comply wi:h 
ilic general requirements of the dosage of such phar¬ 
macopoeia, Without prejudice to the gencraliry of 
l.'ie foregoing requirement, general requirements shall 
include’ compliance with coluur consiitencv, cl..iiL\, 
stability, ficedom fiom contamination with foreign 
inaitei or fungal growth, dci'ecls like chipping of 
lableis, capp.;ng, cracking of die coating, mottled ap¬ 
pearance and oLlicr charactei'stic defcct.s that can 
be perceived r>y visual inspection. 

2 Without prejudice to the generaluy of the fnl- 
lowitig paras dosage forms of patent or proprieiuiy 
medicines shall comply wiili iiil following riequire- 
ments, namely ;— 

(a) Tablets ; Medicine shall comply with re^ 
quirements for tablets as laid down ii' tJie 
Indian Pharmacepoeia. The nature of coat¬ 
ing shall be indicated on the label, Permit- 
cd colours may, however, be added and 
declared on the label. Nature of tablets, 
such as uncoaled, sugar coated or filnicoat- 
ed, shall also be declared on the lable. 

Tablets shall also comply with the standards for 
disintegration test laid down in this Schedule. 

(b) Capsules: Medicines shall comply with the 

requirements for capsules laid down in the 
Indian Pharmacopoeia. However, the cap¬ 
sules shall be free from distortion, shape, 
discc'IoTiration and other physical defects 
like leakage of powder from joints, pinholes 
or cracks in the capsules, 

(c) Liquid oral dosage forms : Emulsions and 

.suspensions shall dispose uniformly on shak¬ 
ing, Homogenous solutions shall contain 
no sediments. The volume of The product 
(net content) in the container shall be not 
less than the labelled volume. The limit 
for ethanol content of pharmaceutical pro¬ 
ducts shall be not less than 90, percent and 
no-- more than lit) percent of the labelled 
contents. 

(d) Injections : Meilicines shall comply with 

the requirements for injections as laid down 
in the Indian Pharmacopoeia. 

(e) Ointments : Medicines shall comply with 

the leijuirements for ointments as laid down 
ir. I he Indian Pharmacopoeia. 

3. The content of active ingredients, other than 
vitamins, en.'vmes and antihiotics in patent or pro- 
perieiary medicines shall be not less than 90 percamt 
and riot more than 110 per cent of the labelled content; 
however, for enzymes anl vitamins, only the lower 
limn of 90 per cent shall appiv. In all dry formulations 
containing antibiotics, the limit shall be 90 to 130 
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percent of fhc labelled contents and in case of liquid 
antibiotic formulations, the limit shall be 90 to 140 
percent of labelled contents. 


Fiducial limit for error for microbiological assay 
of antibiotics may estimated depending upon the 
design of assay procedure. Methods, used for assay¬ 
ing active ingredients shall employ the same basic 
principles and shall use same organisms as given in 
the latest edition of the Indian Pharmacopoci.i or 
shall follow anv other methods as approved by the 
authority Competent to grant licence to manufacture. 


4. All pharmaceutical preparations containing 
aspirin shall be subfected to "Free Salicylic Acid Test” 
and the limit of such acid shall be 0.75 percent 
except in case of soluble tvpe aspirin in which case 
the limit of such acid shall be 3 percent. 

5. Patent or proprietary meciicinr to he trsteci vn<irr iPf 
prov/aionc of ruiol.tl'A for pyrogon shall be tested by injecting 
into rr bbits not less than the hurnandoscof the medicine based 
on body weight of-i 60kg human being, Mcthodologyand limits 
shdl be bused on the method recorded in the Indian Pharma¬ 
copoeia. ' Dose selected tjip )I tt ir.d Vr if d Uiibr rn :c(c '. I it 
tho dose shall he not greater than 5 times the hiimandosc 
based on body weight of 60 kg for man, 


6. In injectable patent op proprietary medicines, (ho t.st 
forfr edom from toxicity, ihn.ll be performed a: clcscribtf' in 
the Indian Pharmacopoeia. Dose selected ihall be indiccud 
ip tho protocol! but the doee : ha ii i.Ci he li tt il cii 1 times 
the huQian dose based on body weight of 60 kg. human being. 


[No. X-11014/2/85-DMS &PFA] 
P.R. DAS GUPTA, Jt, Secy. 


Notei-The Drug and Cosmetics Rules, 1945, asamendeci up 
to 1-5-1979, it contained in the publication of th^jkW'n- 
istry of Health and Family Welfare (Deranmint c f 
Health) containing the Drug and Cosmetic Act and 
the Rules (PDGHS 61). Subsequently the faid rules 
have been amended by the fol'owing Notificaiiors 
published in Part-II, Section 3(i) of the Gazette of 
India, namely■ 


1, G.S.R. 1241 dated 6-10-1979. 

2. G.S.R. 1342 dated 6-10-1979. 

.1. G.S.R. 1243dated 6-10-1979. 

4. G.S.R. 1281 dated 12-10-1979. 

5. G.S.R, 430 dated 19-4-1980. 

6. G.S.R. 779dated 26-1-1980. 

7. G.S.R. 540(E) dated 22-9-1980, 

8. G.S.R. 680(E) dated 5-12-1980 

9. G.S.R. 681(E)dated 5-12-1980, 

10. G.S.R. 682(E) dated 5-12-1980. 

11. G.S.R. 27(E)datcd 17-1-1981. 

12. G.S.R. 478(E)datcd 6-8-19S1. 

13. G.S.R. 62(E) dated 15-2-1982. 

14. G.S.R. 462(E) dated 22-6-1982. 

15. G.S.R. 510(E) dated 26-7-1982. 

16. G.S.R, 13(E) dated 7-1-1983, 

17. G.S.R. 318(E)dated 1-5-1984. 
18^. G.S.R. 331(E) dated 8-5-1984. 

19. G.S.R. 460(B) dated 20-6-1984. 

20. G.S.R. 487(E)dated 2-7-1984. 

21. G.S.R. 89(E)dated 16-2-1985. 

22. G.S.R, 788(E) dated 10-10-1985 

23. G.S.R. 17(E)dated 7-M986. 

24. G.S.R, 1049(E) dated 29-8-1986. 

25. G.S.R. 1060(E)dated 5-9-1986. 

26. G.S.R, 111 5(E) da ted 30 9-1586. 


PRINTED BY THE MANAGER. GOVT. OF INDIA PRESS, RING ROAD, NEW DELffl-l 10064 
AND PUBLISHED BY THE CONTROLLER OF PUBLICATIONS, DELHI-110054, 1987 




